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First Supplemental Information Disclosure Statement 





Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir. 




Following is information that may be considered material to the examination of above- 
identified application, in compliance with the duty of disclosure requirements of 
37 C.F.R. §§ 1 .56, 1 .97 and 1 .98. The information provided herein is based upon the belief of, 
and upon information currently available to, Applicants' undersigned representative. 



Statement of Facts for Consideration by the Examiner 



A, Outside Testing of Compositions 

Prior to August 14, 1996, Dr. Ayoub Rashtchian, one of the listed inventors, and his 
colleagues at Life Technologies, Inc. developed compositions. The compositions developed 
included compositions comprising one thermostable enzyme, as well as compositions comprising 
at least two thermostable enzymes (particularly one or more thermostable DNA polymerases). 
More than one year prior to February 1 4, 1 997, but less than one year prior to August 1 4, 1 996, 
Dr. Rashtchian and his colleagues provided samples of the compositions iinder development to 
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independent researchers outside of Life Technologies, Inc., to determine the usefulness of the 
compositions in a variety of technical applications. 

Dr. Rashtchian and his colleagues identified approximately 30 scientists outside of Life 
Technologies, Inc., all of whom were within the United States, who could perform amplification 
and sequencing experiments within their own laboratories using the compositions that were under 
development. To this end, samples of the compositions under development were sent to these 
approximately 30 outside investigators, without cost to the investigators. 

In addition to this U.S.-based experimental testing program, more than one year prior to 
August 14, 1996, samples of the compositions under development were sent to the European 
division of Life Technologies, Inc., to be evaluated by investigators in Europe. These samples 
were provided to investigators in Europe, without cost to the investigators. 

The samples of the compositions that were sent to these outside investigators in the 
United States and in Europe were not labeled as to formulation or content. The documentation 
accompanying the samples provided to the outside investigators did not identify all of the active 
components that were present in the compositions. Upon receiving the samples, the outside 
investigators were provided only with the identities and concentrations of the ionic components 
of the aqueous compositions and with the identities of the enzymes present in the compositions. 
Upon receiving the samples, the outside investigators were ;70^ provided with information on the 
identities or concentrations of detergents present in the compositions, nor with the concentrations 
or concentration ratios of the enzymes present in the compositions. 

Within two months following the provision of samples to the outside investigators. 
Dr. Rashtchian or one or more of his colleagues at Life Technologies, Inc., contacted each 
investigator via telephone to gather information from each investigator on the performance of the 
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samples of the compositions, and the range of applications in which the compositions were used 
by the investigators. In these telephonic discussions, each investigator was asked: (a) whether 
he or she had used the sampled compositions; (b) for what application(s) the compositions had 
been used by the investigator; and (c) how well the compositions had performed in the 
application(s) tested by the investigator, relative to compositions previously or usually used by 
the investigator. The data gathered from these telephonic surveys indicated that the majority of 
the investigators found the compositions acceptable for use in their respective application(s). As 
a result of these field tests, Dr. Rashtchian and his colleagues at Life Technologies, Inc., decided 
not to make any adjustments to the formulations of the compositions, believing that the results 
of the field tests indicated that the formulations that were sampled were optimal for use in the 
widest variety of nucleic acid amplification and sequencing applications. 

B, Sale of the Claimed Compositions 

During the above-noted field testing program, one of the investigators in the United States 
to whom a sample of the claimed compositions was sent indicated to Dr. Rashtchian or his 
colleagues at Life Technologies, Inc. , that the investigator would like to purchase a bulk quantity 
of the compositions. In response, more than one year prior to February 14, 1997, but less than 
one year prior to August 14, 1996, a bulk quantity of a composition comprising a mixture of 
reagents (including at least one thermostable enzyme and at least one buffer salt) at working 
concentrations was sold to this investigator. Subsequent to receipt of the sold composition, the 
investigator contacted Life Technologies, Inc., and indicated that the composition was 
unacceptable in performance and requested replacement or refund. In response, more than one 
year prior to February 1 4, 1 997, but less than one year prior to August 14,1 996, the composition 
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was reformulated into a composition comprising at least one thermostable enzyme, at least one 
buffer salt, at least one nonionic detergent, and at least one deoxynucleotide triphosphate, all at 
working concentrations. This reformulated composition was sent back to the same investigator 
more than one year prior to February 14, 1997, but less than one year prior to August 14, 1996, 
at no additional cost to the investigator. Upon follow-up questioning by personnel at Life 
Technologies, Inc., the investigator indicated that this reformulated composition performed 
adequately. 

//. Additional Comments 

Listed on accompanying Form PTO-1449 is a document that may be considered material 
to the examination of this application, in compliance with the duty of disclosure requirements 
of 37 C.F.R. §§ 1.56, 1.97 and L98. A copy of this document is attached. 

Where the publication date of a listed document does not provide a month of publication, 
the year of publication of the listed document is sufficiently earlier than the effective U.S. filing 
date and any foreign priority date so that the month of publication is not an issue. Applicants 
have listed a publication date on the attached PTO-1449 based on information presently available 
to the undersigned. However, the listed publication date should not be construed as an admission 
that the information was actually published on the date indicated. 

Applicants reserve the right to establish the patentability of the claimed invention over 
any of the information provided herewith, and/or to prove that this information may not be prior 
art, and/or to prove that this information may not be enabling for the teachings purportedly 
offered. 
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This statement should not be construed as a representation that a search has been made, 
or that information more material to the examination of the present patent application does not 
exist. The Examiner is specifically requested not to rely solely on the material submitted 
herewith. 

This First Supplemental Information Disclosure Statement is being filed more than three 
months after the U.S. filing date and after the mailing date of the first Office Action on the 
merits, but before the mailing date of a Final Rejection, or Notice of Allowance, or an action that 
otherwise closes prosecution in the application. 

It is respectfully requested that the Examiner initial and return a copy of the enclosed 
PTO-1449, and indicate in the official file wrapper of this patent application that the document 
has been considered. 

The fee of $180.00 for consideration of this First Supplemental Information Disclosure 
Statement (37 C.F.R. § 1.17(p)) is included in our check number 36347. 
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Consideration of this information and making the same of record in the prosecution of 
the above-identified apphcation is respectfiilly requested. The U.S. Patent and Trademark Office 
is hereby authorized to charge any fee deficiency, or credit any overpayment, to our Deposit 
Account No. 19-0036. 



Respectfiilly submitted. 




Brian J. Del Buono 
Attorney for Applicants 
Registration No. 42,473 



Date: 27^701)1^ 

1 1 00 New York Avenue, N. W. 
Suite 600 

Washington, D.C. 20005-3934 
(202) 371-2600 
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